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REAL PARTY IN INTEREST 

The real party in interest in this appeal is Tilak M. Shah, the sole inventor and owner of 
the invention and patent rights of this application. 

RELATED APPEALS AND INTERFERENCES 

There are no other appeals or interferences known to appellant, the appellant's legal 
representative, or assignee, which will directly affect or be directly affected by or have a bearing 
on the Board's decision in this appeal. 

STATUS OF CLAIMS 

Claims 74-108 are pending in the subject application; all claims 74-108 have been 
rejected. 

In the December 19, 2007 Office Action, claims 74-108 were finally rejected under 35 
U.S.C. § 103(a). 

A copy of the appealed claims 74-108 is attached in the enclosed Claims Appendix. 

STATUS OF AMENDMENTS 

No amendments were made to the claims after issue of the December 19, 2007 Office 
Action. The claims 74-108 in the Claims Appendix are the claims to which the December 19, 
2007 Office Action is directed. 

SUMMARY OF CLAIMED SUBJECT MATTER 

Pending claims 74-108 include two independent claims, namely, claims 74 and 95. In 
the following paragraphs, element numbers are applied to the various claim elements with 
particular reference to Figure 2 of the subject application. 
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Independent claim 74, and claims 75-94 depending therefrom, are directed to a gastric 
occlusive device' (20) including: [i] a balloon^ (18) that in an inflated state is non-pillowed and 
spheroidal in shape', formed from two vacuum thermoformed half-sections'* of a multilayer fiW 
(62, 64) comprising: (A) a layer of sealing film'' (12), having main top and bottom surfaces; and 
(B) at least one layer of thermoplastic polymer film^ (14, 16), laminated to the layer of sealing 
fiW (12), on at least one of the main top and bottom surfaces'; wherein the sealing film (12) has 
a composition and thickness imparting gas barrier character'" to the multilayer film (62, 64) and 
wherein the at least one layer of thermoplastic polymer film (14, 16) alone lacks such gas barrier 
character", wherein the half-sections (62, 64) are processed in a vacuum thermoforming die'^ 
(52) having a substantially non-planar surface'^ (60), and the vacuum thermoformed half-sections 
(62, 64) are bonded to one another along peripheral portions thereof to form a peripheral seam''* 
(26); and [ii] an inflation element'^ (30) adapted to permit inflation of the balloon (18) within the 
gastric cavity'^ of a subject for treatment of said subject". 

Independent claim 95, and claims 96-108 depending therefrom, are directed to a gastric 
occlusive device'^ (20) comprising: [i] a balloon'' (18) that in an inflated state is non-pillowed 
and spheroidal in shape^, formed from two vacuum thermoformed half -sections^' of a multilayer 



^ E.g., specification, ffl [0031], [0038]. 
^ E.g., specification, f [0023]. 
' E.g., specification, f [0024]. 

E.g., specification, ffl [0018], [0023]. 
^ E.g., specification, ffl [0012], [0026]. 

* E.g., specification, ffl [0026], [0033], [0034]. 
^ E.g., specification, f][ [0025], [0027]. 

* E.g., specification, f [0036]. 
^ E.g., specification, f [0026], 
'" E.g., specification, f [0026]. 
" E.g., specification, f [0025], 

E.g., specification, ff [0060], [0061], 
" E.g., specification, f [0061], 

E.g., specification, ff [0023], [0043]. 

E.g., specification, ff [0038], [0055], [0056], [0071], [0072]. 

E.g., specification, ff [0038]-[0039] 
" E.g., specification, f [0012]. 

E.g., specification, ff [0031], [0038]. 

E.g., specification, f [0023]. 
^° E.g., specification, f [0024]. 

E.g., specification, ffl[ [0018], [0023]. 
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film^^ (62, 64) having a thickness of up to about 10 mils^', the multilayer film (62, 64) 
comprising: (A) a layer of sealing film^'* (12) comprising any of polyvinylidene chloride^^ and an 
ethyl vinyl alcohol polymer^^, the sealing film (12) having main top and bottom surfaces; and (B) 
at least one layer of thermoplastic polymer fiW^ (14, 16), laminated to the layer of sealing fiW^ 
(12), on at least one of the main top and bottom surfaces^'; wherein the sealing film (12) has a 
composition and thickness imparting gas barrier character'" to the multilayer film (62, 64) and 
wherein the at least one layer of thermoplastic polymer film (14, 16) alone lacks such gas barrier 
character^', wherein the half-sections (62, 64) ai'e processed in a vacuum thermoforming die'^ 
(52) having a substantially non-planar surface"*^ (60), and the vacuum thermoformed half-sections 
(62, 64) are bonded to one another along peripheral portions thereof to form a peripheral seam'"* 
(26); and [ii] an inflation element'^ (30) adapted to permit inflation of the balloon (18) within the 
gastric cavity'* of a subject for treatment of said subject'^. 



GROUNDS OF REJECTION TO BE REVIEWED ON APPEAL 



Claims 74-108 stand rejected under 35 U.S.C. § 103(a) as being unpatentable for 
obviousness over U.S. Patent No. 6,976,950 to Connors et al. ("Connors"). Each of the 
foregoing rejections is appealed by Applicant. 



E.g., specification, H [0012], [0026]. 

E.g., specification, I [0031]. 
^ E.g., specification, H [0026], [0033], [0034]. 

E.g., specification, \ [0033], 

E.g., specification, f [0033]. 
" E.g., specification, ff [0025], [0027]. 

E.g., specification, f [0036]. 

E.g., specification, f [0026]. 
^° E.g., specification, f [0026]. 

E.g., specification, f [0025]. 

E.g., specification, ff [0060], [0061]. 

E.g., specification, f [0061]. 
^'^ E.g., specification, ff [0023], [0043]. 

E.g., specification, ff [0038], [0055], [0056], [0071], [0072]. 

E.g., specification, ff [0038]-[0039] 

E.g., specification, f [0012]. 
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ARGUMENT 

1. INTRODUCTION TO THE INVENTION 

Intragastric balloons are used for treating obesity. A gastric balloon functions by filling 
the stomach and enhancing appetite control. Placement is temporary, and gastric balloons are 
typically removed after a period of weeks to months. Many gastric balloons utilized for this 
purpose are placed in the stomach in an empty or deflated state and thereafter filled (fully or 
partially) with a suitable medium, such as through a filler tube or with internal chemical reactants 
to generate inflation gas. The balloon occupies space in the stomach, thereby leaving less room 
available for food and creating a feeling of satiety for the obese person. Clinical results with 
these devices show that for many obese patients, intragastric balloons help significantly in 
controlling appetite and promoting weight loss. 

Designing balloons able to appropriately withstand the intragastric environment without 
causing discomfort to the patient is challenging. The exterior of a gastric balloon should be 
made of biocompatible materials resistant to the acidic environment of a gastric cavity; however, 
such materials may not provide good gas barrier properties required to maintain a balloon in an 
inflated state, and are typically non-elastic in character. Conversely, materials providing good 
gas barrier characteristics may not be characterized by biocompatibility and acid resistance. A 
gastric balloon also should be soft to the touch (pliable) to promote patient comfort, and such 
balloon should also be free of sharp seams or involutions that may abrade gastric walls. 
Conventional gastric balloons fail to simultaneously address all of the foregoing challenges. 

Multi-layer lamination may be employed to combine layers of constituent materials 
having different properties to jdeld a product exhibiting a combination of properties not exhibited 
by any one of the constituents. For example, a biocompatible external material may be laminated 
to an internal barrier material, with the resulting product typically being non-elastic in character. 
It is possible to form balloons from two circular multi-layer laminate sheets by peripherally 
welding the sheets together. The resulting product is circular in shape when viewed from one 
perspective (e.g., when viewed from above), but squat and "pillowed" in character when viewed 
from an orthogonal perspective (e.g., when viewed from the side). 



5 



4179-128 



In a balloon formed by peripherally bonding two conventional non-elastic sheets, 
pillowing along the peripheral seam is a natural and inevitable result. Such pillowing is 
undesirable in balloons intended for gastric use. Pillowing creates involutions resulting in a 
profile that, in gastric use, tends to abrade the lining of the stomach.^' Moreover, pillowing tends 
to cause the seam of a gastric balloon to protrude outward, which in extreme cases can cause the 
seam to act as a cutting edge.*" 

In various embodiments, the present invention relates to gastric balloons that address the 
foregoing challenges. The instant application includes two independent claims, namely, claims 
74 and 95. Each such claim is directed to a gastric occlusive device comprising, inter alia, a 
multilayer film balloon that in an inflated state is non-pillowed and spheroidal in shape . Such 
combination of three features in combination, namely, [1] multilayer construction, [2] non- 
pillowed when inflated, and [3] spheroidal shape when inflated, was not present in the prior art 
citeable against the present invention. . 

As evidenced by the issuance to the same Applicant herein of U.S. Patent No. 6,712,832, 
Applicant has pioneered methods for manufacturing low-pressure balloons from thin polymeric 
materials, including the steps of heating the thermoplastic polymer-based thin films in a vacuum 
thermoforming die (e.g., a die having a non-planar surface and passages to allow application of 
suction a fihn during heating thereof) to sufficient temperature for vacuum thermoforming 
thereof, forming first and second half-sections for a balloon from the thin film by vacuum 
suction, and bonding the first and second half-sections together along edges thereof.'*' 

In developing the subject matter claimed in the instant application, Applicant discovered 
that limitations inherent to prior gastric balloon devices (e.g., material biocompatibility, gas 
retention, pillowing, etc.) could be overcome through the use of multilayer laminate films 
processed in a vacuum thermoforming die to form shaped half -sections.'*^ Such half-sections are 
bonded along peripheral portions thereof to form a peripheral seam that encircles the gastric 
balloon. The resulting multi-layer laminate'*^ balloon is non-pillowed and spheroidal in shape 



Declaration of Tilak Shah Under 37 CFR 1.132 filed on April 23, 2007 (hereinafter, "Shah Declaration"), 

SI 10. 
Id. 

^° Id. 

See, e.g., claim 1 of U.S. Patent No. 6,712,832. 
'^^ See, e.g.. Application, f [0064]: "By applying negative pressure to the mold cavity so that the heated and 
softened thermoplastic polymeric laminate film is induced to conform to the shape of the mold cavity, the 
laminate is vacuum-molded to the required generally hemispherical shape." 

'^^ I.e., with a layer of sealing film and at least one layer of thermoplastic polymer film bonded thereto. 
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when in an inflated state. Vacuum thermoforming represents the only practical method to form a 
balloon that in an inflated state is non-pillowed and spheroidal in shape, from two peripherally 
bonded sections of a multilayer film comprising at least one thermoplastic polymeric film layer 

2. NONE OF CLAIMS 74-94 OR 95-108 ARE OBVIOUS OVER CONNORS 

Contrary to the Examiner's assertion, U.S. Patent No. 6,976,950 ("Connors") does not 
render obvious any claim of the instant application under 35 U.S.C. 103. 

To support a rejection under 35 U.S.C. 103, the prior art reference(s) must teach all of 
the limitations of the claims. MPEP § 2143.03. In considering a reference for its effect on 
patentability, the reference is required to be considered in its entirety, including portions of teach 
away from the invention under consideration. Simply stated, the prior art must be considered as 
a whole. W.L. Gore & Associates, Inc. v. Garlock, Inc., 721 F.2d 1540, 220 USPQ 303 (Fed. Cir. 
1983), cert, denied, 469 U.S. 851 (1984); MPEP § 2141.02. "It is impermissible within the 
framework of section 103 to pick and choose from any one reference only so much of it as will 
support a given position, to the exclusion of other parts necessary to the fiill appreciation of what 
such reference fairly suggests to one of ordinary skill in the art." Application of Wesslau, 353 
F.2d 238, 241 (C.C.P.A. 1965); Bausch & Lomb, Inc. v. Bames-Hind/Hydrocurve, 796 F.2d 443, 
448 (Fed. Cir. 1986), cert, denied, 484 U.S. 823 (1987). 

According to the U.S. Supreme Court decision in KSR International Co. v. Teleflex Inc., 

127 S.Ct 1727, 167 L.Ed.2d 705, 82 USPQ2d 1385 (2007), the court did not disavow the 

previous "teaching, motivation or suggestion" or "TSM" test, but stated that such TSM text 

should not be strictly applied in determining obviousness. In connection with this point, the 

Supreme Court stated that: 

"A patent composed of several elements is not proved obvious merely by 
demonstrating that each element was, independently, known in the prior 
art. ... [Rather], it can be important to identify a reason that would have 
prompted a person of ordinary skill in the relevant art to combine the 
[prior art] elements in the manner claimed." KSR, 82 USPQ2d at 1389. 

It is fundamental to a proper rejection of claims under 35 U.S.C. § 103 that an examiner 
must present a convincing line of reasoning supporting the rejection. MPEP 2144 ("Sources of 
Rationale Supporting a Rejection Under 35 U.S.C. 103"), citing Ex parte Clapp, 221 USPQ 972 

^ Shah Declaration, f 9. 
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(Bd. Pat. App. & Inter. 1985). The Supreme Court in KSR affirmed the validity of such 
approach, stating that "there must be some articulated reasoning with some rational 
underpinning to support the legal conclusion of obviousness." KSR, 82 USPQ2d at 1396. 

In KSR, the Supreme Court further confirmed that references that teach away from the 
invention are evidence of the non-obviousness of a claimed invention . (KSR, 82 USPQ2d at 
1390) and reaffirmed the principle that a factfinder judging patentability "should be aware, of 
course, of the distortion caused by hindsight bias and must be cautious of arguments reliant upon 
ex post reasoning." (Id.) 

Shortly after the KSR opinion was issued, the USPTO issued a memorandum to 
Technology Center Directors dated May 3, 2007 entitled "Supreme Court decision in KSR Int'l. 
Co. V. Teleflex, Inc.," to provide interim guidance for analyzing patent claims for obviousness 
under 35 U.S.C. § 103. Such memorandum provided, inter alia, "[t]he [Supreme] Court did not 
totally reject the use of "teaching, suggestion, or motivation" as a factor in the obviousness 
analysis [; r]ather, the Court recognized that [such test] could provide a valuable insight in 
determining whether the claimed subject matter is obvious under 35 U.S.C. § 103." Such 
memorandum fiirther echoed the Supreme Court's pronouncement that it is "'important to 
identify a reason that would have prompted a person of ordinary skill in the relevant art to 
combine the [prior art] elements' in the manner claimed." 

A. Disclosure of Connors Relative to Applicant's Claims 

Connors discloses various methods and apparatuses for attenuating or baffling transient 
pressure waves in various organs and systems of the body, including cardiovascular, pulmonary, 
renal/urological, gastrointestinal, hepatic/biliary, gynecological, central nervous, 
musculoskeletal, otorhinolaryngical and ophthalmic organs and systems. Connors, col. 1, lines 
17-25. Preferred aspects are directed to treatment of disorders of the urinary tract caused by 
sudden fluctuations of intravesical pressure, to ameliorate symptoms and discomfort associated 
with incontinence, urgency, frequency, interstitial cystitis, irritable bladder syndrome and 
neurogenic bladders. Id., lines 26-34. 

Connors describes a device having a compressible element that is placed within the 
urinary bladder of a human patient, in a manner that allows the compressible element to act as a 
pressure accumulator or attenuator or to attenuate transient pressure events. Id., col. 9, lines 40- 
43 & col. 10, lines 48-50. An inflatable container includes a flexible wall that contains a 
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compressible media such as a gas. Id., col. 11, lines 6-31. A flexible wall comprises first and 
second components bonded together along a seam. Id., col. 11, lines 28-32. Various sealing 
techniques, such as ultrasonic, radiofrequency, adhesive, or heat sealing, may be used. Id., col. 
13, lines 12-15. 

Connors refers to vaiious methods of forming materials for such attenuation devices, 
including " extrusion to prepare sheets, plugs, or tubular structures" (e.g., col. 16, line 63 - col. 
17, line 7; col. 19, lines 27-29); " injection moldlingl to fabricate intricately designed parts," (col. 
19, lines 29-30); " compression moldfingl to prepare films" (col. 19, lines 30-31); " dip-molded or 
extruded " (col. 22, lines 41-43); or " lamination , coextrusion , ... [or] spray molding " (col. 23, 
lines 62-67). 

Connors teaches a variety of device shapes, as indicated by the following passages 
reproduced below: 

The devices used in embodiments of the present invention may take many 
shapes. In some instances it may be desirable for manufacturing purposes to have 
the shape resemble dip-molded devices like condoms, surgical glove fingers, or 
children's toys. However, many other forms may provide better performance, in 
particular for providing baffling of pressure waves as well as attenuation of 
pressure spikes. Possible shapes for the attenuation devices include toroid like 
shapes, similar in form but not size to donuts and inner tubes; spoked wheel 
forms; horseshoe-like forms; mushroom-like forms; and banana-like forms. 

(Col. 22, lines 29-40.) 

FIG. 16A illustrates a toroidal embodiment, in which a plurality of central 
spokes are provided. FIG. 16B illustrates a crescent or "C" shaped attenuation 
device. Any of a variety of spherical, oval, elliptical or other shapes may be 
utilized such as those illustrated in FIG. 16C, in which the greatest length 
dimension of the inflated attenuation device is within the range of from about 1 
to about 5 times the smallest cross-section. FIG. 16D illustrates a less arcuate 
variety as shown in FIG. 16B. In general, the attenuation device 66 may take any 
of a variety of forms which provides a sufficient volume to achieve the desired 
attenuation function, and which will minimize or eliminate risk of loss or 
obstructing outflow through the urethra. 

(Col. 24, lines 14-26.) 

Although Connors makes passing mention to a spherically-shaped balloon (e.g., 
Connors, col. 11, lines 18-23), and Connors does disclose certain non-sheet-based methods (e.g., 
dip-molding'*^ or spray molding'*^) suitable for forming spherical balloons, one skilled in the art 



'^^ See, e.g., Connors, col. 22, lines 41-43. 
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would understand that not every balloon fabrication method mentioned by Connors is compatible 
with every particular balloon shape that is mentioned by Connors.'*^ Nothing in Connors 
teaches or remotely suggests use of vacuum thermoforming . 

The only specific disclosure by Connors of a balloon formed from peripherally bonded 
polymer sheets that comes close to spheroidal in shape is that of Figures 5-5A, which provide a 
balloon that appears round in top view, but is clcarlv pillowcd in shapC when viewed 
from the side . See Figures 5-5A of Connors (showing round appearance when viewed from 



above in Figure 5. and pillow-Iike appearance when viewed from the side in Figure 5A), with the 
corresponding brief descriptions of such Figures reproduced from Connors at col. 3, lines 56-60. 





















Fia SA 


FfQS 




"FIG. 5 is a schematic tOP plan vicw of an 

inflatable attenuation device ... ." (Connors, 
col. 3, lines 55-57.) 


"FIG. 5A is a side elevational cross- 
section through the attenuation device of 
FIG. 5." (Connors, col. 3, lines 58-59.) 



In the Detailed Description, Connors discusses the foregoing Figures as follows: 

The inflatable container 68 illustrated in FIGS. 5 and 5A comprises a flexible 
wall 70, for separating the compressible contents of the attenuation device 66 
from the external environment. Flexible wall 70 comprises a first component 74 
and second component 76 bonded together such as by a seam 78. In the 
illustrated embodiment, the first component 74 and second component 76 are 
essentially identical, such that the seam 78 is formed on the outer periphery of 
the inflatable container 68 . Seam 78 may be accomplished in any of a variety of 



See, e.g., Connors, col. 23, lines 62-67. 
Shah Declaration, 1 7. 
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manners known in the medical device bonding arts, such as heat bonding, 
adhesive bonding, solvent bonding, RF or laser welding, or others known in the 
art. 

In one embodiment, the attenuation device consists of an air cell consisting of 
0.0018 inch thick polyurethane sheets that have been bonded together to form a 

iy% inch circle in toy view . 

Connors, col. 11, lines 28-39 & col. 12, line 66 - col. 13, line 2. 

B. Connors Teaches Away From the Subject Matter of Applicant's Claims 

Connors fails to disclose any balloon that in an inflated state is non-pillowed and 
spheroidal in shape, formed from peripherally bonded sections of multilayer film. Indeed, the 
specific disclosure by Connors (e.g., in connection with Figures 5-5A thereof) of a flat pillow- 
like balloon formed from peripherally circular sheets of material represents a clear teaching 
away from fabrication of a non-pillowed and spheroidal balloon formed from peripherally 
bonded polymer sheets. Despite this, the examiner continues to rely upon Figures 5-5A of 
Connors (e.g., December 19, 2007 Final Office Action, pages 2-3) as suggesting the subject 
matter of Applicant's claims. This is clear error, as Figures 5-5 A of Connors directly teach away 
from any balloon that is non-pillowed and spheroidal in shape when inflated. 

It is settled law that references that teach away from the invention aie evidence of the 
non-obviousness of a claimed invention , {KSR, supra, 82 USPQ2d at 1390). Recognition that 
Connors teaches away from the subject matter of Applicant's claims is warranted. 

C. No Method to Achieve the Subject Matter of Applicant's Claims Was 
Within the Level of Ordinary Skill at the Time the Invention Was Made 

Balloons embodying in combination the three features of [1] multi-layer laminate construction, 
[2] non-pillowed character when inflated, and [3] spheroidal shape when inflated, were NOT 
within the level or ordinary skill in the art at the time the present invention was made. Vacuum 
thermoforming represents the only way (now) known in the art for forming, from two 
peripherally bonded sections of non-elastic polymeric film, a balloon that in an inflated state is 
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non-pillowed and spheroidal in shape.'*^ As indicated previously, the use of vacuum 
thermoforming to fabricate balloons from polymeric sheets was pioneered by the same inventor 
as the present application, as evidenced by the issuance of U.S. Patent No. 6,712,832, which 
broadly claims methods for manufacturing low-pressure balloons from thin film polymeric 
materials, including the steps of heating the thermoplastic polymeric material thin film to a 
sufficient temperature for vacuum thermoforming thereof, forming first and second half-sections 
for a balloon from the thin fihn by vacuum suction, and bonding the first and second half- 
sections together along edges thereof. Critically, the subject matter of U.S. Patent No. 6.712.832 
was not published (i.e., as U.S. Patent Application Publication No. 2003/0074017) until April 
17. 2003 - which date is more than two weeks after the filing date of the instant U.S. Patent 
Application No. 10/815,282, and a month after the filing date of U.S. Patent Application No. 
10/391,446 that matured into U.S. Patent No. 6,976,950 (Connors).'*' 

Determination by the United States Patent and Trademark Office that the balloon fabrication 
methods involving vacuum thermoforming claimed in Applicant's U.S. Patent No. 6,712,832 are 
novel and non-obvious over the prior art - coupled with (i) the lack of public disclosure of the 
subject matter of U.S. Patent No. 6,712,832 prior to the filing date of Connors, and (ii) the fact 
that vacuum thermoforming represents the only practical way of fabricating gastric balloons as 
presently claimed by Applicant^" - is consistent with the notion that Connors^^ cannot be fairly 
read or interpreted to disclose any method for fabricating the subject matter of the 
amended claims of the instant appUcation. 

Applicant has alleged, and continues to allege, that the examiner's conclusion of obviousness is 

based on improper hindsight reasoning. In the December 19, 2007 Office Action, the examiner 

responded to such allegation as follows: 

"In response to applicant's arguments that the examiner's conclusion of 
obviousness is based upon improper hindsight reasoning, it must be recognized 
that any judgment on obviousness is in a sense necessarily a reconstruction 



Shah Declaration, f 9. 

Due to these facts and the operation of 35 U.S.C. 103(c), neither U.S. Patent No. 6,712,832 nor the 
corresponding U.S. Patent Application Publication No. 2003/0074017 may be used in any obviousness 
rejection of the claims of the instant apphcation. 

^° E.g., gastric balloons simultaneously embodying the three features of [1] multi-layer construction, [2] 
non-pillowed character when inflated, and [3] spheroidal shape when inflated. 
Connors fails to mention or suggest "vacuum thermoforming." 
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based upon hindsight reasoning. But so long as it takes into account only 
knowledge which was within the level of ordinary skill at the time the 
claimed invention was made, and does not include knowledge gleaned only 
from the applicant's disclosure, such a reconstruction is proper. See In re 

McLaughlin, 443 F.2d 1392, 170 USPQ 209 (CCPA 1971)." (December 19, 

2007 Office Action, page 4.) 

As demonstrated previously^', balloon fabrication methods involving vacuum thermoforming 
were NOT within the level of ordinary skill at the time the claimed invention was made. The 
examiner has failed to provide any evidence to the contrary. 



The examiner has thus failed to show that any multi-layer laminate balloon being spheroidal and 
non-pillowed upon inflation was within the level of ordinary skill in the art prior to the effective 
date of the instant application. No method for achieving the subject matter of Applicant's 
invention was known or achievable in the art until AFTER the instant application was filed. 



A review of the December 19, 2007 Office Action further demonstrates implicit recognition by 
the examiner that Connors fails to teach any balloon that simultaneously embodies [1] multi- 
layer laminate construction, [2] non-pillowed character when inflated, and [3] spheroidal shape 
when inflated. See, e.g., page 4, lines 3-6 of the December 19, 2007 Office Action, as 
reproduced below: 

In response to Applicant's argument that Connors does not teach a non-pillowed 
and spheroidal balloon, it is noted that the balloon of Connors is spheroidal in 
shape^^ [NOTE THE LACK OF ANY ALLEGATION THAT CONNORS 
DISCLOSES A NON-PILLOWED AND SPHEROIDAL BALLOON.] 
Moreover, it would have been obvious to one of ordinary skill in the art that the 
shape of an article would have been a design choice depending upon [sic, d\ 
user's preference and intended use. " 

Any suggestion that one of ordinary skill the art would modify the pillowed spheroidal balloon of 
Connors Figures 5-5A to yield a non-pillowed spheroidal balloon is contradicted by the issue to 
Applicant of U.S. Patent No. 6,712,832, which demonstrates that vacuum thermoforming 

methods as applied to polymeric thin films were NOT "obvious to one skilled in the art" at the 



E.g., by issue of U.S. Patent No. 6,712,832 to Applicant, and the lack of any publication of the disclosure 
of such patent until after the instant application was filed. 
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time the present invention was made. As vacuum thermoforming represents the only practical 
way to yield the subject matter of Applicant's claims pending in the instant application, such 
method is acknowledged by the U.S. Patent and Trademark Office to have been invented by 
Applicant, and such method was not publicly known prior to the filing of the instant application, 
it defies logic to suggest that it would have been obvious to modify the limited teachings of 
Connors to yield the present claims. The examiner has ignored these facts, and appears to be 
misinterpreting the disclosure of Connors with improper hindsight bias obtained by review of the 
instant application. 

Based on the foregoing, the cited art fails to teach all of the limitations of the claims, as required 
by MPEP § 2143.03 to support an obviousness rejection under 35 U.S.C. § 103. Accordingly, 
reversal of all of the claim rejections under 35 U.S.C. § 103 is warranted, and is respectfully 
requested. 



THE REMAINDER OF THIS PAGE IS INTENTIONALLY LEFT BLANK 



The examiner alleges that the balloon of Connors is spheroidal in shape, but FAILS to allege that 
Connors teaches a balloon that is simultaneously of [1] multi-layer construction, [2] non-pillowed character 
when inflated, and [3] spheroidal shape when inflated. 
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CONCLUSION 

For the reasons presented above, the rejections of claims 74-108 under 35 U.S.C. § 103 should be 
reversed. 

No oral hearing is requested. 

Online payment via credit card is made herewith in the amount of $255.00, as payment of the fee 
applicable to a small entity for filing a brief in support of an appeal, pursuant to 37 CFR §§ 
1.27(a) and 41.20. 



RespectfiiUy submitted, 

/vincent k. gustafson/ 

Vincent K. Gustafson 
Reg. No. 46,182 
Attorney for Applicants 



INTELLECTUAL PROPERTY/ 
TECHNOLOGY LAW 
Phone: (919) 419-9350 
Fax:(919)419-9354 
Attorney FUe No.: 4179-128 



Appendices: 

Claims Appendix [5 pages] 
Evidence Appendix [13 pages] 
Related Proceedings Appendix [1 page] 



The USPTO is hereby authorized to charge any deficiency or credit any overpayment of fees 
properly payable for this document to Deposit Account No. 08-3284 
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CLAIMS APPENDIX 



1-73. (Canceled) 

74. (Previously presented) A gastric occlusive device comprising: 

a balloon that in an inflated state is non-pillowed and spheroidal in shape, formed from 
two vacuum thermoformed half -sections of a multilayer film comprising: (A) a layer of sealing 
film, having main top and bottom surfaces; and (B) at least one layer of thermoplastic polymer 
film, laminated to the layer of seaUng fihn, on at least one of the main top and bottom surfaces; 
wherein the sealing film has a composition and thickness imparting gas barrier character to the 
multilayer film and wherein the at least one layer of thermoplastic polymer film alone lacks such 
gas barrier character, wherein the half -sections are processed in a vacuum thermoforming die 
having a substantially non-planar surface, and the vacuum thermoformed half -sections are 
bonded to one another along peripheral portions thereof to form a peripheral seam; and 

an inflation element adapted to permit inflation of the balloon within the gastric cavity of 
a subject for freatment of said subject. 

75. (Previously presented) The gastric occlusive device of claim 74, wherein the two 
vacuum thermoformed half -sections are substantially hemispherical in shape. 

76. (Previously presented) The gastric occlusive device of claim 74, wherein the inflation 
element comprises a self-healing seal valve adapted to permit the introduction of a fluid into the 
balloon and retain said infroduced fluid within said balloon. 

77. (Previously presented) The gastric occlusive device of claim 76, fiirther comprising a 
catheter or liquid feed tube communicatively coupled to the self-healing seal valve. 

78. (Previously presented) The gastric occlusive device of claim 76, wherein said fluid 
comprises a liquid or aqueous substance. 

79. (Previously presented) The gastric occlusive device of claim 74, wherein the inflation 
element comprises an effervescent material contained in said balloon, and adapted to liberate gas 
when contacted with liquid for inflation of the balloon. 
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80. (Previously presented) The gastric occlusive device of claim 79, wherein the 
effervescent material is substantially centrally located along the substantially non-planar surface 
and between the two half-sections when said half-sections are bonded to one another to form the 
peripheral seam. 

81. (Previously presented) The gastric occlusive device of claim 80, wherein the 
effervescent material has a longitudinal axis disposed substantially perpendicular to a plane 
containing the peripheral seam joining the two half-sections 

82. (Previously presented) The gastric occlusive device of claim 80, wherein the 
effervescent material is secured to an inner surface of the balloon. 

83. (Previously presented) The gastric occlusive device of claim 74, wherein said balloon in 

an inflated state is generally spherical in shape. 

84. (Previously presented) The gastric occlusive device of claim 83, wherein said balloon in 
an inflated state has a diameter in a range of from about 3 inches to about 5 inches. 

85. (Previously presented) The gastric occlusive device of claim 74, wherein said 
multilayer film has a thickness of up to 10 mils. 

86. (Previously presented) The gastric occlusive device of claim 74, wherein said sealing 
film comprises any of polyvinylidene chloride and an ethyl vinyl alcohol polymer, said 
thermoplastic polymer film comprises polyurethane, and said thermoplastic polymer film is 
laminated to the sealing film on both the main top and bottom surfaces thereof. 

87. (Previously presented) The gastric occlusive device of claim 74, wherein the seam is 
devoid of any neck or opening therein. 

88. (Previously presented) The gastric occlusive device of claim 74, wherein said 
thermoformed half-sections are bonded to one another via radio frequency or ulttasonic welding. 
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89. (Previously presented) The gastric occlusive device of claim 74, comprising a film 
material providing a seal tliat is degradable in exposure to phiysiological components in tlie 
gastric cavity of a patient, said film material being adapted to retain tlie balloon in an inflated 
state for a predetermined period of time sufficient for said treatment of said patient and to deflate 
after said period of time by egress of said inflation medium through the film material. 

90. (Previously presented) The gastric occlusive device of claim 89, wherein said film 
material comprises an ethylene vinyl acetate / hydroxycellulose blended material. 

91. (Previously presented) The gastric occlusive device of claim 74, further comprising a 
coating on an exterior surface of the balloon, said coating comprising a therapeutic agent. 

92. (Previously presented) The gastric occlusive device of claim 91, wherein said 
therapeutic agent comprises any of an anti-viral agent, an anti-inflammatory agent, a time-release 
analgesic formulation, and a clotting agent. 

93. (Previously presented) The gastric occlusive device of claim 74, wherein said 
multilayer film comprises an adhesive layer disposed between any of the sealing film and the at 
least one layer of thermoplastic polymer film. 

94. (Previously presented) The gastric occlusive device of claim 74, wherein said layer of 
sealing film is extrusion bonded to said at least one layer of thermoplastic polymer film to form 
said multilayer film. 

95. (Previously presented) A gastric occlusive device comprising: 

a balloon that in an inflated state is non-pillowed and spheroidal in shape, formed from 
two vacuum thermoformed half-sections of a multilayer film having a thickness of up to about 10 
mils, the multilayer film comprising: (A) a layer of sealing film comprising any of 
polyvinylidene chloride and an ethyl vinyl alcohol polymer, the sealing film having main top and 
bottom surfaces; and (B) at least one layer of thermoplastic polymer film, laminated to the layer 
of sealing film, on at least one of the main top and bottom surfaces; wherein the sealing film has 
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a composition and thickness imparting gas barrier character to the multilayer film and wherein 
the at least one layer of thermoplastic polymer fihii alone lacks such gas barrier character, 
wherein the half-sections are processed in a vacuum thermoforming die having a substantially 
non-planar surface, and the vacuum thermoformed half-sections are bonded to one another along 
peripheral portions thereof to form a peripheral seam; and 

an inflation element adapted to permit inflation of the balloon within the gastric cavity of 
a subject for treatment of said subject. 

96. (Previously presented) The gastric occlusive device of claim 95, wherein the two 
vacuum thermoformed half -sections are substantially hemispherical in shape. 

97. (Previously presented) The gastric occlusive device of claim 95, wherein the inflation 
element comprises a self-healing seal valve adapted to permit the introduction of a fluid into the 
balloon and retain said introduced fluid within said balloon. 

98. (Previously presented) The gastric occlusive device of claim 97, further comprising a 
catheter or liquid feed tube communicatively coupled to the self-healing seal valve. 

99. (Previously presented) The gastric occlusive device of claim 95, wherein the inflation 
element comprises an effervescent material contained in said balloon, and adapted to liberate gas 
when contacted with liquid for inflation of the balloon. 

100. (Previously presented) The gastric occlusive device of claim 99, wherein the 
effervescent material is substantially centrally located along the substantially non-planar surface 
and between the two half -sections when said half -sections are bonded to one another to form the 

peripheral seam. 

101. (Previously presented) The gastric occlusive device of claim 100, wherein the 
effervescent material has a longitudinal axis disposed substantially perpendicular to a plane 
containing the peripheral seam joining the two half -sections 
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102. (Previously presented) The gastric occlusive device of claim 95, comprising a film 
material providing a seal that is degradable in exposure to physiological components in the 
gastric cavity of a patient, said film material being adapted to retain the balloon in an inflated 
state for a predetermined period of time sufficient for said treatment of said patient and to deflate 
after said period of time by egress of said inflation medium through the film material. 

103. (Previously presented) The gastric occlusive device of claim 95, further comprising a 
coating on an exterior surface of the balloon, said coating comprising a therapeutic agent. 

104. (Previously presented) The gastric occlusive device of claim 103, wherein said 
therapeutic agent comprises any of an anti- viral agent, an anti-inflammatory agent, a time-release 
analgesic formulation, and a clotting agent. 

105. (Previously presented) The gastric occlusive device of claim 95, wherein said 
multilayer film comprises an adhesive layer disposed between any of the sealing film and the at 
least one layer of thermoplastic polymer film. 

106. (Previously presented) The gastric occlusive device of claim 95, wherein said balloon in 
an inflated state has a diameter in a range of from about 3 inches to about 5 inches. 

107. (Previously presented) The gastric occlusive device of claim 95, wherein the seam is 
devoid of any neck or opening therein. 

108. (Previously presented) The gastric occlusive device of claim 95, wherein said 
thermoformed half -sections are bonded to one another via radio frequency or ultrasonic welding. 
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Applicant hereby relies upon the Declaration of Tilak Shah Under 37 CFR § 1.132 ("Shah 
Declaration") filed in the instant application on April 23, 2007. The Shah Declaration was 
entered into the record by the examiner either effective on April 23, 2007, or alternatively, on 
May 17, 2007 in conjunction with Applicant's filing of a Request for Continued Examination. 



A copy of the Shah Declaration is enclosed hereafter. 
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1 . My name is Tilak M. Shah, I mv^ Baolt^lor of Science (kgrees m Cheimstry aud 
Biysics ftom Bombay Untvemsy. and Kissm's ds^ee in Cfeeaiisky frcaa the aty G^IIege^f 
N©w York, 1 iiave over tw<SHty-^ve ye its of ^tMriencc waking wigi polym-ethane, elastosseis, 
and other pdjinejs ia various resaait^ prodm 4eve!opincH and marfeetmgi^ various 
cotppmtiORS, mciuding the Upjohn Co npany, i)<»* Ghemicd USA, p^m Intemationai, Mc., 

A5nerica» Chemical Sociel^-andtlie a Giciy of Pto^ 1^72, lnt^^Myt>^s, 

m expertise feas been tom^ti m tlie t kxlical dt^vic*, industry. I We served as flie ft-e^idcnt and 
CEO of^nt^, Jncorporated smee IS 97. my^mi^s pm^iy bmimss m^a mdnde: mpolym^ 
foomilatson and compounding; and (2) development and assembly of itwdical dew^s^ includtfig 
medical hmo&m, stents, probes, organ bags, protefitive stoes, ai^S specigijy tubing. 



2. I hMm 4iltSxO:fC'd (MKi CO- 

relatmg to paiytnt^s md ekst^mers, 
Plasties Encydapeam, 1985-1936; 
"Ifetnnoplastics Elastoisar", 19U; 
Medical Device d Diagnostic Indttsti^, 
MediGal Device Appfiaation. 

Octohet md NoTOber 2003; and 
Textiles for Healthcai-^ and other App 
T&mk Confhr&Hce, Marcli 2004> 

3. I gija nauicd as an im'SBR.tor of 
p&tsMs, and psndmg paimt 
f^brioatmg aiid miag pol^^toic artid* 
GmM2i ^,712,832; 6,m3,m; e,i 
6,25BM9; S,mMSi 5,799,333j 
5,243.195; 4,950,239; RB31,67l; 4,20 
subject jRatter of the 

4. By ?irtu$ of my educatio» and 
lamirtating andljondiag polymer sheet 
MorcoYtf. by virtue of my cwrent 
of4he«art advances and developments 

5 . The amended claims of like 
to a g^im occlusive device c^ni^nsiu g 
^besjt)idal in shap<s, iimted from 
are pertplierally bonded Sogtthsr, 
ki'cr of fhemio$>1*sti<j polymer iSliii. 
6> I undsrstmd that an of th$ 
ha\'iei tmiewed the substanoe of dje 
Pati^tNo. 4974950 to Connors et al 
&e rs]'ec tion of the claims. Based ojj 
OaiTBaeritsrdatiTig to Connors m6 



a large number of leuhnical papsrs md piMxQuUom 
Mdudmg: Thennopla^fe Polyarnide seOioji k Modm 
Jlyamide Slastomer" ciiaptsr in handbook of 
I^diop^ue Poljimer F(HiRulatio« for Medled D^ices. 
MarcK 2000; Polyurethanc Hun Film miding for 

I and Paxt 11, Medical Pevice d Industry^, 
Improved Pr«»cess for Bonding Pfolym^C IMn f ilm to 
iications, p£ip0rpresmted at Clemsan t/»mnit}f M&dkal 

I o-kYOJtor cm a large mmiljer of U.S. patents, foreign 
applica4io|s Mating to {joljfmirs, polytmic articles, and methods for 
ineludiflg, etsample, Patent Nos. 7, 1 12, 186; 
),0n; 6A92,m2; 6,m.S4l; 6,352,077; 6,291*543; 
m^m; S.644,79S- 5,S7J -567] 5,554.673; 5,4^9,863; 
1,^57; 4,000,1 17; and 3,951,657, 1 am ihe imm^ of the 
t object patent aij|lication. 

work expeiience, I m) Iviglily familiar wit}i metkjds for 
md with meOiods for foanmg medical bailooris. 
emi loymenf , 1 niaiatain a Mgh degTee of fatmliarity the $tate- 
n tlae fabrieation of medics] balioon$ as tito^ <Ksoiir, 
D.S. P^teatt ApU<5atidn Ho. 10^^15,282 are directed 
& baII<jO(n tiiaf m an iidM&d state is nott-piIlcH-ved aad 
thenwofctfflafid l!alf^5ecti<ii3s of a mtiltila yei Sim that 
witiijthe filna conijiri^ing a layer of scfaling mm and at least oae 

alaibsof feci 



install |>ateEt applicatsoH have rejected. I 
Office Action djited FeSmi^/ 22, 2007, along ^vith U,S . 
ilierefeafter, '•Coimots") relied upoii by tJie Exaiuitter ia 
review 6f these dcicimients, I have the foliowmg 
iie j?mal Offiee Action. 
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Connofs mentions varjous me 
devices (balbotis), mcMdmg "exto 
16, lijie m » coL 17, line 7; eoL 19, 
^ssgiie^ P»r^ " (eoL 1% lines 29-30); 
30 31); ^'dip-molded or pjfeudcd" (cdl ! 
spray moldiiftg*' ((ssl. 25, lines 6247). 
vsdely of shapes, 

and banaiia-llke for^, Om skillsdi m 
fabrication method mentioned by 



mdiu4mg: spherical^ toroidal^, spoke ^'wliccl, 



S . In one eiiibodimejit described 
forniation of a ballooa from a 
seam 7S, with the resultiiig balloon 
plUow-like appssamtcc 1&*»m the d(3iss; 
ballooft of sueii piilow'lil^ coaformaf^ 
W«l<ikg) nan^elastsD tfempftlyirtfirk 
fonued tJjenrebetweetL 

9. Th& claims 

at Itmi iJTte kyear of themsopla^tic iilts ► 
eia&tic in character. As more felly 
(brm R balloon that in an inflatsd state 
peripJies-ally bonde d s^cttom of a 
fflm layer, is to first treat the sectioKss 
use of vaoiuctt tiermofontaing, I am 
balloon that m an inflated sMte ia 
iMiHided sections of a 

10, Ih&balloun 
such sheetis 

and mevftable resiflt Such pfflowmg 
Pillomng creates invdutiong resalting 
of ilie stotiiach. Moreo-vsi^. 
outNWd, wMoh in extreme oases can 



in coraiectioii with Fipres 5 and 5A, Connors disdoses 
first am iponcnt 74 and second component 76 bonded together by a 
a Vnefffllly ckmlm praaie" ;§rdm above, hut ha^ng a 
iSW c^imoi^Hgusr«S l5 8M5A;S 11-12. A 

is mutitiely obtsmed by peripberdty sealing (e.g., 



a mult layi&i 



a imiJtilaytof film ct nipri^mg 
a foisued by peripi« rally bcaidiog 
s not being weum tliermofi irmed), 



f. piUowing t sdsfo 



iMHis of foniuDg materkls for iKflalable sttenuatidti 
to prepare sbsets^ plugs, ort«bular stmctui-es" col 
27-29'); ^'injectioR iiitoid[iRgj to fabricate intricatoiy 
"fcompression inoldtisig;] to prepare films" (eoL \% \mm 
22, lines 41-43); or ^lainiKfltiotj, «Offi!£tmm , , , [or] 
Oemiors further refers to fonuadon of bstlloons of a wi<te 

horseshoe-iikc, niush.room4ike., 
tJ*e m. would rnider&t^nd^ bpwevisir, that not evcty bdloon 
TM oompatible with evier}.' particular foaJloon shape that 



reqaire me of TnulHlayer Wlm. couipt'isiHig 
Thetmoplstatics krt g«!aerslly midcarstood to be nOn- 
tsscd hereina&r, ihc tmly method of which If am sware to 
is noB«piltowod mA sphsfoidM m ^ape, from two 

ir film eomprising at least one th^oplastic polyaaeric 
< if nHdlilayer fitoi by vaeuum ^ifimsofbtmsng. Abseat tbe 
fa Miliar with Fto oth*r tM:^tidal mesbod fw- fonniag a 
^; Jillowfed TOd spheroidal in shape, fi-em two pcriphemUy 
at teast OKc toijoplastic polyrmrlc film k^r. 
two ccttweRtioml nos -dastie sheets (with 
piiiowiiig along the peripheral mmi ia a rtateral 
midesirahk m baHo^sis ijiteoded for gastric use. 
m a pmfile. that in gastrfe use, tends to abrad$ the iimng 
oatiSfe the seam of a pisiyjc hallow to ptotmde 
tlie §cam io act as a cutting edge. 
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i J . Several EshiMfs me attsc-hcd 
from peripherally Imndtd aon-therrno: 

to-ttofomicd sheets Of tfee same 
top» and inflated gi4« views^ 
feermoformed sh&ets of a multilayer 
Esthibit Ai, fix>«} ai>(jv© the inflsted > 
of diebeJJooB illmirated in Fipai; 3 
bajQeon, ravolutioiis md an fej^kr 
8 plllowseid Or flattened oteiilar 
B3 allow dftflated top, inflated top, 
Horned fiom vaeuimi tiiemoformfid s| 
balloon of E>diibits A aiid 
secowd thennofoEmcd ballooHi 
uniform ahape (n iAsMb m Exhibit 
'Visible in Exhibit B3). 
Connors, while th« ballocEi 
applitsatioft. 

it. Nothing in Cortiiosr* teaeltes oi 
my oth«r metted suitaHc for forminj^ a 
spheroidal shape, fonised llrom 
together, \^^1th the fihn comprising a I 
pDJjTiier fihn,. Xn other words, Coimoj s 
the art si th6 tiine joie paressnt kv^tioi , 

13. Ox ^Ikd in tisj ait at the tij 
ti> vaeuum thermofonning far 



,o deniDsistiaife the <lisda(;tions between a balloon formed 
bn-ned sh^i^fs of s mullifeyer film kciudkg a 
fomic=d tompenpheraJlyhqiided vacuiiin 

Mm. Bxliibits Al-A3 sliow deflated top, mtTate4 
of a balloon , formed from peripherally Iscmded uon- 
mcludteg 3 tsennioplaatjc film layer. As shovi-^ m 
;w appears circular m profile ~ mimicidng tiie app^tfaace 
Cotmors. Upon mflatioo of ttiis first non^thetitiOfoxnied 
^pe appears along the seam (m visible in Exhibit A2), Siid 
is acliieved (as msihie in Bxhibit A3). Exhibits Bl - 
inflated side views, respectively, of a different balloon, 
eels of the ^ame multilajiefr starting used isi the 
to Sprra s scam. Upon infiatioti of this 
seam is devoid of mydmions and has a Stmodth and 
asid. a mtH>jlIowd sphoroid shape k acliiewd (as 
in Ejdtibits A1~A3 corresponds tp the teschmgs of 
B1-B3 comssponds to the claims of the instant 



»j respective ily, 
fiimh 



COttfor nation 
aii< 



p^riph sratly bonded b 

. The balloon pi ityred 
a picmtied j!! ElfhJ^3its 



1 secti ?m 



l^imofonniftg has tradihonallj' been i sed with thick fih 



such as to GTeaie pftoUging trays and 
subject ths vsforking jmtenal to differejitial 
prcssisie to cbnfoTia to the oa^ity of a 
hem genially coBaidwcd to be dctrim mx 



rwtjofcly suggests the use of vacmim themiofbnmng, or 
baJkHMi fcat m m Inflated stale is non-plHowed iHid 
of a mtjltilayer dim that are paripherally b«ided 
of sealing film ;iad at least ofie layer of tbftrjnoplastic 
contains no teachings that \f!^ould enable one slpUed in 
■was imde to reproduce the subject matter af the amendfed 



the present mYesition vm made would not haw looked 
feomniulti -kyer pcjlynier shees. Vacuum 
Ims that are hon^g4*aeous in character. 



lite, Hifi jffoeess of i^^cmim thennofomdng tmd& to 



M gft-egses as the ftiat^?ial is ddarmed by heat and 
^a&mm. them;ofbroilng die. Such diffcraitial stresses Iiave 
tsjtl in ai^licatioii to multi-layer poJymfir sheets - 
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particulariy eo^iposite sheets formed : mm aififercnt tmt&rM lay&f $ da^ to th^ possibilicy of 
lacal m eveti b^alk: delaraitiatim otxh€ mdlviduai layers mtder application of auoh stress. 
C^siderijig the desirsd end use of a b alloon capable of retaining pressuaized fluid, tht risk of 
tfelaariiaation would have led ob6 of oj diiiaiy skUl m th« ait at tlie time Ihe invention was md<t io 
adopt a na«tl^od atber than vacuum the wsft^miiiig for fommig a sphjftiical Ijalldon. such <3ip 

14- JCb furthBi support of the id?a ^ [lat the process of-vactium thermofti^ing was not well 
knom m t"he att pdor to iny invention of the subject matter »f the present application, Imtt that 
lam therecipmit of U.S. Patent No. 6 712,832, whicli brosdly claims methods for inaa«^ctumg 
loW"pressuE« bailooos from thin film j olytneric materials, sncluding fee steps of hmbg the 
tfeemKjpiastic poliiiiedc material &ia ^ilm to a sufficient temperature for vacuum tfemnoformiiig 
Ihsieof, fomimg first and second half- ieotocs for a balloon fi©m the thin film by vacuum 
Siictim. and bonding the &st and seco fid lisif seotioiifi together along edges tesof. Sec, 
1 of as. Patent No< 6 JI2,832 < ^Moh patent already been made of «!ccsn3 in the 
mied on March 30, 2004, and the uaderlymg pat«m 
appdicattoii m& not pyMisHed mm Adril 17, 2003 (it., as U S, Patent AppKcaf ion No. 
2003/0074017 - wM is mcare th m two weeks aiter the fiMiig ifet« of &e itrsrant U,S, Patent 
AppEofttion No. 10;815,282. aa<i a mo ith ate tlie filmg date of O S, f^tsnt AppHcatiotJ No. 
f D/3§ 1,446 tMt imttmd im VS. IHb m No. 6,976,950 to Conmot* et ai & I 

'atent No. 4712>832 was not publioly avaikbie to third 

1 S. Based on tlie fajlure of CpniMs $ to enable tbt sttbg'^sct matter of the mrnded chirm of 
^ instaiit patent application, and the Rck of motlvatioii m Uis ait attJie time the ptescut 
inwntion was made to ^ise vacuum tk rn^efonrniig in &e fabricjatiim of b^Ioons jmde &€>m 
muiti-iayer sfieefe including at lea^t o^i ; (Woplasdc layer, ft^e exists forwicctiof ihe 

8!»e»id©a claims of die, instant patent a (ptication over Coimors. 



utKletatand that the disclosure of U,S, 
parties to sypport public awareness of 
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IdecJaremderpcnaliy of pel my 
correct, tbzt all statemsits wmcle 



stateisients and Ehe like se* imdt are 
■§ 1001, and thM sitch willful false stai 
any resulting regisft ation. 



that ttie tacte set forth iii this declaratlom m« til^e 
e of own knowledge are true, an^ that ^tat^ai^nts made on 
be true. I have been hereby wamesd that willft^l false 
ptokhableby fine or imprisorimeiit, oi both, under IS U.S^C> 
ements may j^ppndisze the va!idit>^ of the appJicatiou or 



Exeeiit«<J at_A£^L^. Canjlma, this of April 2007, 



EXHIBIT Al 




TOP VIEW OF UNINFIATEI) BALLON FORMED OF 
PER11*HER.\LLY BONDED M^A'-THERMOFORMED SH EETS 



EXHIBIT A2 




TOP VIEW OF INFLATED BALLON FORMED OF 
PERIPHERALLY BONDED MW-THERMOFORiVfED SHEETS 



EXHIBIT A3 




SIDE VIEW OF INFLATED BALLON FORMED OF 
PERIPHERALLY BONDED AY>A-THERMOFOR]VlED SHEETS 



EXHIBIT Bl 




TOP VIEW OF UNINFLATED BALLON FORMED OF 
PERIPHERALLY BONDED VACtTUM THERMOFORMED SHEETS 
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EXHIBIT B2 
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EXHIBIT B3 




SiDL \ liiW Ol LM LA I LI) BALLON 1 OK.MLD Ol- 
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RELATED PROCEEDINGS APPENDIX 



There exist no other prior or pending appeals, interferences or judicial proceedings known to 
appellant, appellant's attorney, or the assignee which may be related to, direct affect or be 
directly affected by or have a beaiing on the Board's decision in the pending appeal. 
Accordingly, there exist no decisions rendered by a court or the Board in any related proceeding, 
such that no related proceedings are identified in this Related Proceedings Appendix. 



